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RESPIRATORYMEDICINE 289Powerbreathes training or the suitability for population
groups di¡ering from that studied.
Regulation and conditions of sale
We fail to see what relevance Powerbreathes commer-
cial operations have upon this study. However, we feel
the points raised by the authors in this regard should be
addressed. Within the Signi¢cance of the Findings sec-
tion the authors state that ‘ythe device [Power-
breathes] is sold direct to the public without any form
of regulation’.This statement is not true, Powerbreathes
is CE marked as a Class I medical device. To qualify for
certi¢cation, this European safety directive requires evi-
dence that the product is su⁄ciently well designed and
built that it is ¢t for the purpose for which it is sold and
that reasonable precautions are taken to protect the
user against injury while the product is being used. In ad-
dition, Powerbreathe is sold in accordancewithThe Brit-
ish Codes of Advertising and Sales Promotion as
regulated by the Advertising Standards Association.The
O⁄ce of Fair Trading also regulates the consumer pro-
duct market within the UK. In the 5 years that Power-
breathes has been commercially available there have
been no complaintsmade regardingmisleading advertis-
ingorproduct literature.Furthermore, IMTTechnologies
Ltd, the company that ¢rst commercialized Power-
breathes, o¡ered a 30-day ‘no-quibble money-back’
guarantee on every unit sold; this far exceeded any stat-
utory requirement. The National Asthma Campaign’s
Medical Advisory Committee scrutinized Power-
breathe’s e⁄cacy before approving a series of advertise-
ments in their Asthma News publication. In addition,
several sports governing bodies have endorsed the pro-
duct as have themedical charity Research into Ageing.
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Re: Evaluation of an inspiratorymuscle
trainerinhealthyhumans (RespirMed 95:
526^531). A reply to Drs Caine and
Sharpe
We thank Drs Caine and Sharpe for their interest in our
paper. Some of their comments overlap with the points
made by Dr McConnell and her co-workers and I do not
propose to reply to them all individually. Nevertheless
there are some points that I wish to pick out.
First,DrsCaine and Sharpe state thatdata concerning
the Powerbreathe has been published in seven PhD the-
ses since 1994. To my mind this begs the question as to
why these data have notbeen submitted for peer review
publication.Clearly, if this group had thought it appropri-
ate to submit their data for publication then we (and
other readers) would have been able to assess their data
on its own merits as indeed our data can be so judged.
Drs Caine and Sharpe state that a considerable amount
of their research has been presented and published in
formats including that of full papers.We were unable to
¢nd any papers using on-line literature searching at the
time of writing and we are puzzled as to why Drs Caine
and Sharpe do not refer to any of these papers in their
reply.
We also dispute the suggestion that we are un-
familiar with how the device works. Essentially the
subject has to generate a preset pressure below which
no air£ow occurs. Above this pressure resistance to air-
£ow is greatly reduced and air£ow is broadly propor-
tional to the pressure excess generated by the
inspiratory muscles above this threshold.The device has
been described elsewhere (1) as a threshold loader.We
didnot conduct an in vitro study of the devices character-
istics andwould be interested to know if DrMcConnell’s
group have done so.
Further on in their critique, the authors say that our
failure to ¢nd a bene¢t in healthy subjects does not pre-
clude a bene¢t in patients with respiratory disease (or
high altitude climbers, athletes, singers etc). Our point
of view on this would be that as with healthy subjects
there are no published data to address the utility of the
advice in these groups and that, other thingsbeing equal,
it is probably wiser to extrapolate the data from normal
subjects than to speculate on the basis of no data at all.
290 RESPIRATORYMEDICINEFinally, Drs Caine and Sharpe take issue with us con-
cerning regulation and conditions of sale of the device.
We certainly agree that the product is robustly made
and we did not intend to infer that medical injury could
result from use of the device and, despite re-reading our
paper, nor do we think that we gave this impression.We
do, however, think that some of the reports in the lay
media about this device give the impression that it is of
value in the treatment of respiratory disease and as
noted above we can ¢nd no evidence to support this
concept. Drs Caine and Sharpe also mention that the
product has been endorsed by the medical charity Re-
search into Ageing but it is perhaps worth noting that at
the time of this endorsement the manufactures ofPowerbreathes were proposing to make a donation to
Research into Ageing for each unit sold.
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